
-Janurrry 3, 1975 

'The Homrc?>~e Eher Staats 
~o~~=r~ller General of the. 

United States . 
:Wa.shington, D, C. 20548 

'Deer Mr. Starts: . 
i 
! As you are a32rc, the Goverznezt21 Affairs and 'ruman Re-. _ 
~olircfs ComzFttees hdve'active an< Icng-stanC!Fn~ interests in 
the perz'orxnce of the Food and Dr:.~s kkkxis~rz~ion's v2ccine 
reg-datc-ry policies. As you may reca.ll, in 1972, 2 Governmental 
AffaLrs S-;l?comFttee on Executive Beorsanizeti.on and Government 
Research ccnducted an extensive inves:isztion of the Food 2nd 
Drug Acministraticn. A major focus of that investig3tion con- 
cerned federal involvement in vzcc~~o, regul2tLac, 23ti specific- 
2lly, the nerformence of ttie Division of BlologFc Stancards (D3S) 
2t the X2tionaL Xnstitutes of Health. As pert of this investiga- 
tFon, the General Accounting Office csr,ducted 2 study enzitled 
"3roblems Involving Effectiveness of Vsccines." As a result of 
thrtse efforts, the role of the Federal Govern.ment.win the regula- 
tiorr of vacuities was substaxcizlly c5ar,ged, and the D3S was trar.s- 
ferr+ed to the Food and Drug Administration as th% Bureau of Eio- 
logics (DOB). Over the ?ast several years, the Human Resources 
SubcommFtt.ce on Health and Scientific Research has held extensive 
hearings on vaccine policy. 

Both Committees are aware 0, f the increasing ek-idence that ' 
there are still significant problems in the Federal Govern.ment's 
regulation of biologics. The swine 5111 program, whatever its 
merits, resulted in a substantial loss in public confidence in 
the Federal &ve=nm$nt's 2~~uranc2s 2s to the safety and effec- 
tivfxess Of vaccines ii> gmeral. It woulcl be a tragedy if this 
lack of conEidence translated into reluctance on the part of the 
public to take the nmy vaccines xhieh have been clearly proven 
to be safe, effective and essential, such as measles, polio, 
rubella, mumps, tetanus, diphtheria, and tzhoopjng cough. 

The Fcclcral Government's sxine flu program'zrniscd mxw 
inr?ortc?nt qltestions rel.Tt-kg to the Fxler21 Government's e3forts 
to cnsut-c thnt the public i.s imunizcd against serious hralth 
thrc;lts. Your rcccnt: report dated Jane 27, 1977, entitled "The P . . "1 . . r,.-e.cv-r-7. C.77 IJl~~+r-r.i*dPn tcti Venture ifi Prcwzncive 
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. I-lccticitle” is an important first step in pointing OUL strengths 
and wtnknesses of our Federal response to this perceived threat. 
AS such, it is an important first stc~ in restoring public con- 
fidence in the Federal public health establishment. IIowever, 

';J* td~icve more wor'k needs to be done. 

Ir: has been several years since the Bureau of Biologics 
.bepn regulaL, 'ing vaccines from within the Food and Drug Admin- 

istration. In recent montlrs, szriocs questions have again been 
rzised z.jout the effect= 'veness of 303; tiierefore, on behalf of . 

'both the Goveemznta 1 ACfairs and Exman'Rcsourcrts Committees, . 
we request that the General Accounting, Office undertake a study 

,of t-n.2 2ctivitics of the Bureau of Biologics, specif-ically answer- 
i>g t'rl,t following qurs;ions: 

. 

A. How use51 and effective is the Bureau's adverse reac- 
tion repor:izg sys ten? To what degree are adverse reacti.ons 
aoted by physLcLans, public health C&L- z.=icers and biclogics manu- 
facturers' personnel reported to the 303, and does the system 
ensure that reported advUk3 =fpe reac'iion in-0 F rzation is channeled 
to those l-?hO TJOUl d be helped by receipt of this iniormation? 

B. How effective is th Bureau's program to regulate the 
infcraaticnal content of labels of biologics in general and 
vaccines in particular? . 

C. How effective has the Bureau regulated:allcrgenics 
to ensure efficacy as we11 as safety, potency and purity? 

D. flow reliable .zre the Bureau's ,biological test methods 
such as the CCA test for influenza vaccine, the neurovirulence 
test for polio, measles, and other vaccines and tests to detect 
viral contaminants in vaccines prepared in chicken eggs, chicken 
cell and other animal cultures, and in artificial media? 

E. How effectively does the Eureau e,xanine vaccines and . 
other biologics for trace metals and other extraneous materials 
and what.are the medical consequences of the preserve of trace 
metals in biologics? . 

F. How effective is the Bureau's management in the follow- 
ing areas: 

1. In mclintcnance and morale of individual staff 
members? 

2. In maintenance of clear lines of authority in 
its decision-making activities? 
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3 . In  its abi l i ty to 'p ro=r idz  fo r , e n s u e , a n d  
ta k e  cogn izance  o f d issent ing op in ions  g e n e r a te d  wi th in 
a n d  wi thout  th e  B u r e a u ; a n d  

4 . In  th e ,genera l  adr l in isxr2t ion o f its respons i -  
bil i ty to  ensu re  sa fe , p o te n t, pu re  a n d  e ffec tive 
tio iog ics?  

i- f. H o w  is th e  S u r c a u  n o :~  app ly ing  t~ h z t was  l ea rned  from  
th e  sw ine  flu  vacc inat ion p rog raz  in  th e  me2s les  i~ m i ln izat ion 
a r e a ?  

W h a t is th e  re la t ionship  b w L IY ,, 
trol !& cz ions o f th e  S u r z a :~ , 

= & r-= = n  the - research  a n d  con-  
a n d  a re  m o s t or -  2 n .y o f its research  

,ac tivitFes m o r e  epprop r i2 te  fo r  conduc t u n d e r  th e  ausp ices  o r ' 
I th e  N a tiona l  Ins tiTrrtes o f E e a l th ?  -,;.a  

I. is the re  a n  a d e q u a te  a n d  tim e ly smp ly  o f vacc ines 
avz i lab le  fo r  use  in  the -Un i te d  S t2 tes?  L? i12 t a re  t'n e  obs tac les  
to  con tin u e d  ava-  i ia j i iLty? H o w  m a n y  fixts.ze invo lved in  th e  
rr ,anc faczxc o -  f vacc ines? I? & c h  vzcclnes 2 re  p roduced  by  on ly  
o n e  o r  t:q o  compan ies?  IS  th e  con tL n t? e d  avai labi l i ty  o f these  
Vc?CCi ;  '~ 2 s  assured  o r  does  it d e p e n d  o n  cer t2 ln cond i tions?  W h a t 
a re  th e - q ?  -  . 

J. W h a t is th e  cur ren t state o r ' th e  l i2bi l izy con troversy 
wi th vacc ines? Iio w  is l iabi l i ty h a n d l e d  to d a y ?  - V h a t is th e  
p o te n tia l  fo r  l iabi l i ty q -es tions  th rea ten ing  th e  con tin u e d  . avai labi l i ty  0 : vaccines.  7  

K . Is a d e q - u a te  inform e d  consen-  +  o b ta ined  w h e n  vacc ines 2 re  
adr5n is tcrzd? V h a n  two fo -zms  o f vacc ine  2 re  avai lab ld ,  as  wi th 
th e  po l io  vacc ine  ( l ive o r  l;il i.cd), h o :; is infcrm e ;i consen t 
h a n d l e d ?  X h a t impac t does  th is  have  o n  a  c o m p a n y 's l iabi l i ty? 

In  add i tio n , w e  reques t th a t th e  G e n e r a l  A ccoun tin g  O ffice 
look  a t th e  re la t ionship  b e tween  th e  C e n te r  fo r  D isease  C o n trol, 
th e  N a t;iona l  Ins titu tes  cf fiea l th , 2n i ! th e  F o o d  2 n d  D rug  A chm-  
istrst ion wi tn rcspecz co  tt;klr m 2 ,L-r i .dual  ro les  in  se ttin g  
n a tiona l  vacc ine  pol icy.  H o w  ~ 2 1 1  2 re  they  coord ina tin g  the i r  
e ffo r ts?  

Final ly,  w e  wou ld  l ike th e  'G e n e r a l  A ccoun tin  O ffice to  
invest igate th e  p ro fess iona l  re la t ionships b e tween  those  p ro -  
fess iona ls  work ing  in  any  xipaci ty to  assist C O i3 in  se ttin g  
var ious  vacc ine  pol ic ies a n d  th e  m a jor  p h 2 ~ 2 c c u tic.~ l m a n u -  
fac turers.  T o  wha t  cxtcnt d o  such  re la t ionships ra ise  th e  
possibi l i ty o f rea l  o r  a p p a r e n t con flicts o f intcrcst? 
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I . 
0 Eorwnrd to a productive investigation. We arc lookin, 

That& YOU for your cooperatio,n. 

With best wishes, 
Sincerely, 

Hzrrison A. TJillians 

Richard S. Schrdeiker 
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